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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1—Continued

21 CFR Section2 Form FDA
No.

No. of
Respondents

Annual Frequency
per Response

Total Annual
Responses

Hours per
Response Total Hours

601.12(c)(1) and (c)(3) 356h 119 6.63 789 50 39,450
601.12(c)(5) 356h 58 3.52 204 50 10,200
601.12(d) 356h 83 1.72 143 10 1,430
601.12(e) 356h 70 1 70 20 1,400
601.12(f)(1) 2567 37 2.08 77 40 3,080
601.12(f)(2) 2567 45 1 45 20 900
601.12(f)(3) 2567 20 1 20 10 200
601.12(f)(4) and 601.45 2567 42 36.88 1,549 10 15,490
600.15(b) 356h 1 1 1 8 8
610.53(d) 356h 1 1 1 8 8
601.25(b)(3) NA 0 0 0 0 0
601.26(f) NA 0 0 0 0 0
601.27(b) NA 5 1 5 24 120
601.27(c) NA 3 1.33 4 8 32
601.28(a) NA 69 1 69 8 552
601.28(b) NA 69 1 69 24 1,656
601.28(c) NA 69 1 69 1.5 103.5
601.5(a) NA 25 1 25 .33 8.25
601.6(a) NA 2 21 42 .33 14
680.1(c) NA 10 1 10 2 20
Amendments/Resubmissions 356h 350 4.59 1,606 20 32,120

Total 301,751.75

1 There are no capital costs or operating and maintenance costs associated with this collection of information.
2 The reporting requirement under §§ 601.27(a), 601.33, 601.34, 601.35, and 680.1(b)(2)(iii) is included in the estimate under § 601.2(a). The

reporting requirement under §§ 640.6, 640.17, 640.21(c), 640.22(c), 640.25(c), 640.56(c), 640.64(c), and 640.72(a) and (b)(2) is included in the
estimate under § 601.12(b). The reporting requirement under §§ 640.25(c) and 640.56(c) is also included in the estimate under § 601.12(c)(3).

Dated: February 1, 2002.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–3080 Filed 2–7–02; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
‘‘Assessment of Physician and Patient
Attitudes Toward Direct-to-Consumer
Promotion of Prescription Drugs’’ has
been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.
FOR FURTHER INFORMATION CONTACT:
Karen L. Nelson, Office of Information
Resources Management (HFA–250),
Food and Drug Administration, 5600

Fishers Lane, Rockville, MD 20857,
301–827–1482.

SUPPLEMENTARY INFORMATION: In the
Federal Register of March 19, 2001 (66
FR 15494), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,
a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910–0479. The
approval expires on May 30, 2003. A
copy of the supporting statement for this
information collection is available on
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: February 1, 2002.

Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 02–3077 Filed 2–7–02; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995.
DATES: Submit written comments on the
collection of information by March 11,
2002.
ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,
Washington, DC 20503, Attn: Stuart
Shapiro, Desk Officer for FDA.
FOR FURTHER INFORMATION CONTACT:
Karen L. Nelson, Office of Information
Resources Management (HFA–250),
Food and Drug Administration, 5600
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